REMARKS 



The Specification has been amended in form only to conform to USPTO practice. No 
new matter has been added. 

The Claims have been amended to conform to USPTO practice and to remove multiple 
dependencies. New Claims 21-25 have been added. No new matter has been added. 

A Substitute Specification with the Claims and Abstract is being submitted for the 
examiner's convenience. No new matter has been added. 

CONCLUSION 

Applicant submits that the patent application is in condition for examination and 
allowance and respectfully requests such actions. If the examiner has any questions that can be 
answered by telephone, please contact the patent attorney of record at the telephone number 
listed below. 
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T^?efetkari-fieMFIELD OF THE INVENTION 

[002] This invention relates to the general t e chnical field of devices that can be implanted in 
the human body and that are designed to be used for the treatment of obesity, and particularly 
morbid obesity, and most particularly to implants capable of reducing the volume of the 
stomach for the particular purpose of producing a sensation of fullness in the patient. 
5 [003] This invention relates to an expandable intragastric balloon designed to be implanted 
inside the stomach of a patient for the treatment of obesity, and comprising: 

- a first pouch that is sufficiently flexible to pass from a reduced-volume 
configuration to an expanded configuration, and provided with at least one port, 

- a second pouch arranged so as to contain the first pouch, and provided with at least 
1 0 one hole, and 

- a sealing member tightly fastened onto the second pouch and designed to seal said 
port and said hole. 

[004] The invention also relates to a method of manufacturing an expandable intragastric 
15 balloon designed to be implanted inside the stomach of a patient for the treatment of obesity, 
wherein provisions are made for: 

a step for manufacturing at least one first pouch that is sufficiently flexible to 
pass from a reduced- volume configuration to an expanded configuration, and that 
is provided with at least one port, 
20 - a step for assembling the first pouch together with a second pouch, provided with 

at least one hole, with the result being that the first pouch is contained inside the 
second pouch, 

a step for manufacturing a sealing member designed to seal said port and said 
hole, and 

2 5 - a step for fastening the sealing member onto the second pouch in a substantially 

leak-proof manner. 

Prie^aft BACKGROUND OF THE INVENTION 
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[005] Intragastric balloons used for the treatment of obesity generally comprise one or more 
concentric, flexible pouches that are made of the same material, such as silicone, and that are 
capable of passing from a reduced-volume or folded-over configuration to an expanded 
configuration, thereby imparting the balloon with its functional shape. 
5 [006] The pouches are thus often filled with an inflating fluid and, for this purpose, comprise 
a valve-type sealing member designed to ensure their leak tightness. For this purpose, the 
pouches are equipped with a port designed to be sealed by the sealing member, the latter 
generally being manufactured from the same material as the pouches and welded or glued 
together with the periphery of the hole. 
1 0 [007] Although it has certain advantages, particularly in terms of simplicity and economy of 
manufacture, the design of these intragastric balloons suffers nevertheless from several 
disadvantages, associated, in particular, with the technique of assembling the components 
(pouches and sealing member) by welding or gluing. 

[008] Thus, although it is relatively easy to weld or glue together materials of the same type, it 
15 may prove more tricky to perform this operation for different and incompatible materials for 
which it is difficult or even impossible to find a common welding or gluing material capable of 
ensuring that the balloon is perfectly leak-proof, while at the same time meeting other criteria 
(bio-compatibility, etc.). 

[009] Such being the case, it may turn out to be desirable to produce one of the components of 
2 0 the balloon, e.g., one of the pouches or the sealing member, with a new material, particularly if 
the latter has better properties (leak tightness, strength, etc.) for the application under 
consideration. 

[0010] In a case such as this, it is critical to limit the impacts due to the use of this new material 
on the manufacture of the other balloon components and their assembly. 
25 [0011] In the case of the intragastric balloons of the prior art, such impacts are difficult to 
prevent, in as much as the welding or gluing material must necessarily be compatible, on the 
one hand, with the material forming the sealing member and, on the other hand, with the 
material forming the pouches. 

Siseie fluro of tho invention SUMMARY OF THE INVENTION 

30 
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[0012] Consequently, the ebjee tfeature s assigned to afforded by the invention aim to remedy 
the various disadvantages listed above and to propose a new, expandable intragastric balloon 
for the treatment of obesity, the components of which may be easily assembled while at the 
same time being manufactured from different materials. 
5 [0013] Another ebjeetfeature of the invention aims to propose a new intragastric balloon whose 
design makes it possible to use a large range of materials for its manufacture. 
[0014] Another ebjee tfeature of the invention aims to propose a new intragastric balloon whose 
manufacture is particularly simple and fast. 

[0015] Another ebjeetfeature of the invention is to propose a new intragastric balloon provided 
1 0 with a sealing member whose leak tightness can be reliably reproduced. 

[0016] Another ebjeetfeature of the invention aims to propose a new intragastric balloon whose 
overall leak tightness is improved. 

[0017] Another ebjee tfeature of the invention aims to propose a new intragastric balloon 
having a generally good degree of mechanical strength. 
1 5 [001 8] Another ebjee tfeature of the invention aims to propose a new intragastric balloon whose 
structure makes it possible to improve the positioning of the balloon inside the stomach of the 
patient and to limit the undesirable effects of the implant on the functioning of the digestive 
system. 

[0019] The ebjeetfeatures assign e d to afforded by the invention also aim to propose a new 
2 0 method of manufacturing an expandable intragastric balloon that can be reproduced, and that is 
simple and quick to implement, while at the same time making it possible to obtain a balloon 
having an excellent degree of leak tightness. 

[0020] Another ebjee tfeature of the invention aims to propose a new method of manufacturing 
an intragastric balloon that makes it possible to guarantee the leak tightness of the sealing 

2 5 member for the balloon, and to do so in a systematic and reproducible manner. 

[0021] The ebjee tfeature s assign e d to afforded by the invention are attained with the aid of an 
expandable intragastric balloon designed to be implanted inside the stomach of a patient for the 
treatment of obesity, and comprising: 

- a first pouch that is sufficiently flexible to pass from a reduced-volume 

3 0 configuration to an expanded configuration, and provided with at least one port, 
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- a second pouch arranged so as to contain the first pouch, and provided with at 
least one hole, and 

- a sealing member fastened onto the second pouch in a leak-proof manner, and 
designed to seal said port and said hole, 

5 characterized in that the first and the second pouches are made of different, non-compatible 
materials and are assembled together with the aid of a fastening element designed to ensure the 
leak-proof fastening of the sealing member onto the first pouch, inside a passage defined by a 
neck extending from the port, by exerting a sufficient amount of pressure on said neck in order 
to pinch it between the sealing element and the fastening element. 
1 0 [0022] The ebjeetfeatures assign e d to afforded by the invention are also attained with the aid of 
a method for manufacturing an expandable intragastric balloon designed to be implanted inside 
the stomach of a patient for the treatment of obesity, wherein provisions are made for: 

a step for manufacturing at least one first pouch that is sufficiently flexible to 
pass from a reduced- volume configuration to an expanded configuration, and that 
15 is provided with at least one port, 

- a step for assembling the first pouch together with a second pouch, provided with 
at least one hole, with the result being that the first pouch is contained inside the 
second pouch, 

- a step for manufacturing a sealing member designed to seal said port and said 
2 0 hole, and 

- a step for fastening the sealing member onto the second pouch in a substantially 
leak-proof manner, 

characterized in that, in order to assemble the first and the second pouch, the method comprises: 

- a step for mounting the sealing member inside a passage defined by a neck, 
2 5 extending from the port of the first pouch, and 

- a step for fastening the sealing member onto the first pouch with the aid of a 
suitable fastening element, by pinching said neck between the sealing member 
and the fastening element. 

30 Summary description of the dmwingp BRIEF DESCRIPTION OF THE DRAWINGS 
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[0023] Other ebjee tfeature s and advantages of the invention will be more apparent after 
reading the following description and consulting the drawings provided in appendices, which 
are given purely for purpose of illustration and are in no way limiting, in which: 
[0024] FigureFig. 1 is a cross-sectional view showing a first exemplary embodiment of 
5 single-pouch intragastric balloon in accordance with the invention, in its expanded 
configuration. 

[0025] FigureFig. 2 and 3 ar e is a cross-sectional views showing antw e exemplary 
embodiments of a double-pouch intragastric balloon in accordance with the invention, in its 
expanded configuration. 

1 0 [0026] Fig. 3 is a cross-sectional view showing an exemplary embodiment of a double- 
pouch intragastric balloon in accordance with the invention, in its expanded configuration. 

Boot modo of earning out tho invention DESCRIPTION OF THE INVENTION 

1 5 [0027] The intragastric balloon in accordance with the invention will now be described while 
referring to Figs. I4e- Z 3. 

[0028] The intragastric balloon 1 in accordance with the invention is designed to be implanted 
inside the stomach of a patient for the treatment of obesity. 

[0029] The balloon 1 is expandable and, for this purpose, comprises at least one first pouch 2 
20 that is sufficiently flexible to pass from a reduced-volume configuration to an expanded 
configuration. The reduced-volume configuration, for example, may correspond to a 
configuration in which the balloon 1 is in a folded-over position occupying a reduced volume, 
thereby facilitating the insertion of the balloon 1 into the esophagus. 

[0030] As a matter of fact, implantation of the intragastric balloon 1 in accordance with the 
2 5 invention is generally performed, in a conventional manner well-known to those skilled in the 

art, by passing through the oral-esophageal route in its folded-over, compressed or loose form. 

The expansion, placement and release of the balloon occur at the end of the gastro-endoscopic 

operation, when the balloon 1 is correctly positioned inside the stomach of the patient. 

[0031] As a matter of fact, it is in its expanded configuration that the balloon 1 will be able to 
30 occupy a considerable volume inside the gastric cavity (not shown), the so-called expanded 

configuration then imparting the balloon with its functional shape, i.e., the therapeutic 
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operating shape of the balloon for the treatment of obesity. Thus, by occupying a portion of the 
internal volume of the stomach, the intragastric balloon according to the invention makes it 
possible to create a rapid sensation of fullness in the patient, which is accompanied by a 
reduction in the amount of food ingested. 
5 [0032] According to the invention, the first pouch 2 comprises at least one port 3, which may 
result from the method of manufacturing the first pouch 2, or else be specifically made in said 
first pouch 2, for example, for the purpose of introducing an inflating fluid therein. 
[0033] According to the invention, the balloon 1 also comprises a sealing member 4 for said 
first pouch 2, designed to seal the port 3. As a matter of fact, the first pouch 2 is preferentially 

10 designed to be filled with an inflating fluid, e.g., a gas or a liquid, and the sealing member 4 is 
designed to ensure the leak tightness of the first pouch 2, once the latter has inflated. 
[0034] According to the invention, the first pouch 2 is provided with a neck 5, which extends 
from the port 3 in order to define a passage 6 between the interior and the exterior of the first 
pouch 2. The passage 6 is thus advantageously designed to receive the sealing member 4. 

1 5 [0035] The neck 5 is advantageously formed by a folded-over section 2 A of the wall of the first 
pouch 2, arranged so as to run substantially completely around the sealing member 4. 
[0036] According to the invention, the balloon 1 comprises a fastening element 7 designed to 
ensure the fastening of the sealing member 4 onto the first pouch 2. For this purpose, the 
fastening element 7 is designed to exert pressure on the neck 5, which tends to close the latter 

2 0 onto the sealing member 4. 

[0037] The fastening element 7 is designed, in particular, for exerting sufficient pressure on the 
neck 5 in order to pinch it between the sealing member 4 and the fastening element 7, thereby 
ensuring, on the one hand, the fastening of the sealing member 4 onto the first pouch 2 and, on 
the other hand, the leak tightness of the latter in the area of the port 3. 

25 [0038] The intragastric balloon 1 thus designed therefore enables simple and reliable mounting 
of the sealing member 4 on the first pouch 2, even though these two elements are manufactured 
from different materials whose conventional assembly by gluing or by using weld lines would 
prove to be particularly difficult. 

[0039] Mounting in this way thereby makes it possible to produce a strong assembly of the 
30 balloon components, and this is done without necessarily using multiple weld lines or gluing 
operations. 
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[0040] Advantageously, the neck 5 comprises an internal wall 51, which defines the passage 6. 
The fastening element 7 is thus advantageously arranged so as to surround the neck 5 and exert 
a substantially even pressure over the circumference thereof, such that the internal wall 51 of 
the neck 5 conforms in shape substantially to the sealing member 4, in a leak-proof manner. 
5 [0041] In a particularly advantageous way, the pressure exerted by the fastening element 7 is 
oriented in a centripetal direction (arrows F in Fig. 1). 

[0042] Advantageously, the sealing member 4 includes a septum 4A having a self-sealing 
effect, which is arranged inside the passage 6 substantially opposite the fastening element 7. 
The neck 5 and the septum 4A are thus advantageously shaped so that the neck 5 substantially 

1 0 surrounds the septum 4A in its position of sealing the first pouch 2. 

[0043] In a particularly advantageous way, the fastening element 7 is designed to sufficiently 
compress the septum 4A in order to ensure the leak tightness thereof, with respect to the fluids 
likely to be contained inside the first pouch 2. Thus, by exerting pressure on the neck 5, the 
fastening element 7 at the same time compresses the septum 4A in order to ensure its leak 

15 tightness. 

[0044] Thus, the fastening element 7 advantageously and simultaneously provides a dual 
function: 

on the one hand, it ensures the assembly of the sealing member 4 on the first 
pouch 2, and 

20 - on the other hand, it imparts the sealing member 4 with its own sealing function, 

by ensuring compression of the septum 4A. 
[0046] For this reason, the pressure exerted by the fastening element 7 on the neck 5 will have 
to be sufficient to: 

- on the one hand, ensure the leak tightness between the neck 5 and the sealing 

2 5 member 4, and 

and, on the other hand, ensure the leak tightness of the septum 4A. 
[0047] The previously described assembly therefore makes it possible to limit the number of 
pieces required in order to provide the same functions. 

[0048] In a particularly advantageous way, the fastening element 7 consists of a ring 8 

3 0 preferably in the form of a cylindrical tube and arranged so as to surround the neck 5. The ring 

8 is preferably substantially rigid and dimensioned to sufficiently compress the septum 4A in a 
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centripetal direction so as to obtain a sufficient leak tightness thereof. The diameter of the ring 
8, in particular, must be calculated with respect to the compression rate of the septum 4 A that is 
required in order to obtain proper leak tightness. 

[0049] In a particularly advantageous way, the first pouch 2 and the sealing member 4 are 
5 made from different materials, and preferentially from elastomers. 

[0050] Several exemplary embodiments of the invention will now be described with reference 
to figtaeFigs. 1 to 3. 

[0051] According to a first exemplary embodiment of the invention shown in figur eFig. 1, the 
intragastric balloon 1 comprises only a single pouch 2 with a port 3 sealed by a sealing member 

10 4. In this exemplary embodiment of the invention, the sealing member 4 is preferentially 
formed by the septum 4A, which becomes lodged inside the neck 5 which extends from the 
port 3 towards the interior of the pouch 2, thereby forming a re-entrant neck. 
[0052] The pouch 2 is preferentially made of elastomer polyurethane, and therefore has good 
properties of flexibility and elasticity. As concerns the septum 4A, it is preferentially made of a 

15 silicone base. The fastening element 7, specifically the ring 8, thus surrounds the neck 5 and 
compresses the septum 4A, thereby ensuring, on the one hand, that the latter is leak-proof and, 
on the other hand, that it is fastened onto the pouch 2 in a leak-proof manner, by pinching the 
neck 5 between the septum 4A and the ring 8 (figufeFig. 1). 

[0053] Advantageously, the septum 4A does not protrude outwardly from the pouch 2, thereby 
2 0 imparting the intragastric balloon 1 with an atraumatic property. 

[0054] According to a second and third exemplary embodiment of the invention, shown in 
figm- eFig Sj 2 and 3, the intragastric balloon 1 advantageously comprises a second flexible 
pouch 20 arranged so as to contain the first pouch 2, thereby forming the outer casing of the 
balloon. 

25 [0055] In a particularly advantageous way, and as shown in figuresFigs. 2 and 3, the fastening 
element 7 is designed to ensure the assembly of the first, inner pouch 2 with the second, outer 
pouch 20. 

[0056] For this purpose, the second pouch 20 is advantageously provided with at least one hole 
21, and the sealing member 4 is designed to seal said hole 21 in a substantially leak-proof 
30 manner. Thus, the sealing member preferably comprises a flange 4B designed to enable the 
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leak-proof fastening of the sealing member 4 onto the second pouch 20, e.g., by gluing or 
welding the flange 4B onto the periphery of the hole 21. 

[0057] Preferentially, the material forming the sealing member 4 is compatible with the 
material of which the second pouch 20 is made, at least in the area of the periphery of the hole 
5 21, so as to enable the fastening of said sealing member 4 onto the second pouch 20, by 
welding or gluing. 

[0058] The sealing member 4 is thus advantageously fastened directly onto the second pouch 
20 by welding or gluing. 

[0059] Preferentially, the sealing member 4 consists of a material having substantially the same 
1 0 chemical and physical properties as the material forming the second pouch 20. 

[0060] Even more preferentially, the sealing member 4 and the second pouch 20 are made of 
the same material, such as silicone. 

[0061] According to one possible exemplary embodiment of the invention, not shown in the 
figures, the sealing member 4 and the second pouch 20 are made integral with each other and 

1 5 form a one-piece unit, capable of being obtained by molding. 

[0062] Advantageously, the flange 4B is arranged so as to cover the neck 5 of the first pouch 2 
and the fastening element 7, in order to protect the assembly of the first pouch 2 with the 
sealing member 4 and prevent them from becoming disconnected, e.g., as a result of the 
movement of the intragastric balloon 1 inside the stomach. As a matter of fact, if the neck 5 

2 0 and/or the fastening element 7 protrude outwardly from the balloon, the repeated movements of 
the balloon inside the stomach of the patient might cause the fastening element 7 to gradually 
loosen, which the flange 4B makes it possible to prevent. 

[0063] The fastening element 7 thus provides a third function: to assemble the first and second 
pouches 2, 20, and to do so in a particularly reliable and reproducible manner, regardless of the 
2 5 type of materials forming said pouches 2, 20. With this assembly, it is thus possible to use two 
different and not necessarily compatible materials, in terms of welding or gluing, in order to 
produce the inner pouch and the outer casing, and to do so without any additional 
manufacturing constraint. 

[0064] Preferentially, the first and second pouches 2, 20 are made of different, non-compatible 
30 materials, the first pouch 2 preferably being made of polyurethane, while the second pouch 20 
is preferentially made of silicone. 
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[0065] Advantageously, the first, inner pouch 2 is made of a material having better leak-proof 
properties than the material forming the second, outer pouch 20. 

[0066] Owing to the good leak-proof properties of the polyurethane, with respect to gases, it is 
possible to reduce the thickness of the first pouch 2, which has the direct effect of substantially 
5 reducing the overall dimensions of the balloon 1 in its reduced-volume configuration, thereby 
facilitating its implantation. 

[0067] In the two exemplary embodiments shown in flgufeFigs. 2 and 3, the sealing member 4 
advantageously consists of a silicone valve, a portion of which consists of the silicone septum 
4 A, which is designed to become lodged inside the neck 5. 
1 0 [0068] A sealing member 4 such as this thus allows an inflating needle to pass through the 
septum 4 A, thereby enabling the filling of the first pouch 2, the self-sealing property of the 
sealing member 4, specifically the septum 4A, ensuring the leak tightness of the device when 
the inflating needle is withdrawn. 

[0069] According to the third exemplary embodiment shown in figug eFig. 3, the neck 5 extends 
15 from the port 3 towards the interior of the first pouch 2, thereby forming a re-entrant neck. 
Owing to this configuration, the second pouch 20 advantageously conforms to the shape of the 
first pouch 2 when the latter is filled with the inflating fluid. The balloon then has a 
substantially compact and therefore mechanically stronger structure. 

[0070] Quite obviously, it is also possible to produce an intragastric balloon in which the neck 
20 5 of the first pouch extends from the port 3 towards the exterior of said first pouch so as to form 
an outwardly protruding neck (second exemplary e mbodiment shown in SgweFig. 2), and to do 
so without exceeding the scope of the invention. 

[0071] In a particularly advantageous way, the intragastric balloon 1 comprises a ballasting 
means 30 designed to substantially weigh down the balloon 1 (figweFig. 3). 
2 5 [0072] Thus, when the first pouch 2 is filled only with gas, the balloon 1, due to its low weight, 
may have a tendency to rise up into the upper portion of the stomach, thereby impeding the 
penetration of food into the gastric cavity. 

[0073] On the other hand, if the first pouch 2 is filled only with liquid, the intragastric balloon 
1 risks being too heavy, and therefore poorly tolerated by the patient. The use of the ballasting 
30 means 30 thus constitutes a compromise making it possible to improve positioning of the 
balloon inside the stomach and at the same time eliminate a source of discomfort for the patient. 

11 
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[0074] Advantageously, the ballasting means 30 consist of a plurality of solid and dense bodies 
3 1 joined together by thread portions 32. 

[0075] Preferentially, the ballasting means 30 also comprise spacers 30 arranged between two 
consecutive solid and dense bodies 31 so as to prevent shocks, and therefore undesirable noise. 
5 The spacers 33 are preferably made of elastomer, e.g., silicone. 

[0076] The solid and dense bodies 31 are preferentially manufactured from a tungsten base, 
preferred, in particular, because of its bio-compatible property. 

[0077] In a particularly advantageous way, and as shown in figufeFig. 3, the ballasting means 
30 is preferably arranged inside the first pouch 2, and one of the ends of the thread joining the 
1 0 solid and dense bodies 3 1 together is firmly attached to the fastening element 7, which makes it 
possible to restrict the mobility of the ballasting means 30 inside the balloon 1. 
[0078] The fastening element 7 may thereby advantageously provide a fourth function, namely 
that of a support and attachment means for the ballasting means 30. 

[0079] The invention also relates to a method of manufacturing an expandable intragastric 
15 balloon 1 designed to be implanted inside the stomach of a patient for the treatment of obesity, 
wherein the steps are provided: 

- for manufacturing at least one first pouch 2, that is sufficiently flexible to pass 
from a reduced-volume configuration to an expanded configuration, and that is 
provided with at least one port 3, and 
20 - and-for manufacturing a sealing member 4 for said first pouch 2, designed to seal 

said port 3. 

[0080] Advantageously, the step for manufacturing the first pouch 2 includes a sub-step 
wherein two hemispheres are manufactured, e.g., by thermoforming, the edges of which are 
then welded (or glued) so as to form a substantially spherical first pouch 2 equipped with a 
25 neck 5. 

[0081] More precisely, the method for manufacturing the first pouch 2 comprises a step during 
which one or more sheets (e.g., two sheets) of a predetermined shape, made of a material 
substantially impermeable to gases, such as thermoplastic elastomer polyurethane, that have 
been pre-shaped, e.g., by thermoforming, so as to impart them with a hemispherical shape, are 
3 0 assembled together by welding or gluing along a peripheral weld line. 
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[0082] Each sheet may consist of a single polyurethane film, but preferably consists of several 
and, for example, two superimposed polyurethane films, said films being capable of being 
made integral with each other, or movable in relation to each other. 

[0083] Preferentially, each sheet comprises an extension, of rectangular shape, for example. 
5 During assembly of the sheets, the extensions are superimposed over one another and welded 
or glued together along a peripheral weld (or glue) line, so as to form the neck 5 of the first 
pouch 2. 

[0084] Quite obviously, the step for manufacturing the first pouch 2 may likewise result from 
another process, such as a heat-sealing process, and without thereby exceeding the scope of the 
1 0 invention. 

[0085] According to the invention, the method next comprises a step (a) for pinching the neck 
5 between the sealing member 4 and a suitable fastening element 7, on the one hand, so as to 
ensure the fastening of the sealing member 4 onto the first pouch 2 and, on the other hand, the 
leak tightness of the latter. 

1 5 [0086] This method thus makes it possible to advantageously eliminate the conventional step of 
welding or gluing the sealing member 4 onto the first pouch 2, thereby accelerating the 
manufacturing operation for the balloon 1. Furthermore, this method is particularly 
advantageous in cases where the first pouch 2 and the sealing member 4 are made of non- 
compatible materials, i.e., materials that are difficult or even impossible to assemble by 

2 0 welding or gluing with any guarantee of quality. 

[0087] In a particularly advantageous way, the method comprises a step (b) for turning over the 
neck 5 such that it is situated inside the first pouch 2 and forms a re-entrant neck. The turnover 
step (b) will be preferentially carried out before the above-mentioned two hemispheres are 
completely welded together, so as to retain access to the inside of the first pouch 2. 

2 5 [0088] Advantageously, the method next includes a step (c) for mounting the sealing member 4 
inside a passage 6 formed by the neck 5, followed by a step (d) for mounting a ring 8 around 
the neck 5, said ring 5 forming the fastening element 7, so as to surround the neck 5 and exert 
pressure on the circumference thereof, such that the internal wall 51 of the neck 5 conforms in 
shape substantially to the sealing member 4, in a leak-proof manner. 

30 [0089] Advantageously, the method also comprises a step (e) for assembling the first pouch 2 
with a second pouch 20, wherein the sealing member 4 is fastened onto the second pouch 20 in 
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a substantially leak-proof manner. For this purpose, the assembling step (e) comprises a sub- 
step wherein the flange 4B of the sealing member 4 is welded or glued together with the 
periphery of the hole 21 provided in the second pouch 20. 

[0090] A double-pouch design 2, 20 such as this thus makes it possible to make an intragastric 
5 balloon 1 that has improved mechanical strength, while at the same time retaining a flexible 
and elastic structure. In this way then, the first pouch preferably constitutes an inflation 
chamber and, in this regard, is designed to be filled with an inflating fluid, e.g., air, the second 
pouch 20 then constituting the protective outer casing of the balloon 1, the formation and, in 
particular, the deployment of which is controlled by the first pouch 2. Thus, as the first pouch 2 
1 0 inflates, it will push out the wall of the second pouch 20, and will do so until said second pouch 
20 attains its functional shape inside the stomach. 

[0091] Owing to its particular design, the intragastric balloon 1 in accordance with the 
invention is capable of easily keeping up with the technical developments in the field, and 
particularly the developments relating to the materials used in the manufacture of the balloons. 
15 [0092] Therefore, the invention makes it possible to produce a balloon whose components, 
particularly the pouches and sealing member, may be easily assembled while at the same time 
being structurally independent of one another and manufactured from separate, not necessarily 
compatible materials. 

[0093] Another advantage of the intragastric balloon in accordance with the invention is that it 
2 0 benefits from good reproducibility, on the one hand, as concerns the assembly of its various 
components and, on the other hand, as concerns its functional capabilities. In particular, the 
fastening element 7 is dimensioned in order to reproducibly guarantee the sealing property of 
the sealing member 4, and this is accomplished by pre-calculating the rate of compression that 
the fastening element 7 must exert on the septum 4A in order to ensure the leak tightness 
25 thereof. 

[0094] Another advantage of the intragastric balloon 1 in accordance with the invention comes 
from the fact that a single part, namely the fastening element 7, may be capable of providing 
several distinct functions, and in particular: 

1) the assembly of the sealing member 4 on the first pouch 2, 
30 2) the leak tightness of the sealing member 4, specifically the septum 4A, 

3) the assembly of the first pouch 2 with the second pouch 20, and 
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4) the fastening of the ballasting means 30. 
Possibility of industrial applioation 

[0095] The invention finds one aspect of i ts industrial application in the design and 
manufacture of implantable devices for controlling obesity. 
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